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DETAILED ACTION 

This office action is in response to the amendments and remarks submitted on 
3/5/2008. Claims 13-14 have been amended. Claims 1-17 are pending and examined 
on the merits herein. 

Response to Remarks - Summary 

1 . In view of Applicants' amendments, the objection to the specification is herein 
withdrawn. 

2. Upon further consideration and in view of Applicants' remarks and amendments, 
the rejection of claims 11, 13-14, and 17 as indefinite under 35 U.S.C. 112, 2 nd 
paragraph, the rejection is herein withdrawn. 

3. The following rejections are herein withdrawn in view of the new grounds of 
rejection of these claims under 35 U.S.C. 103(a) under Morchauser et al. (EP 1 069 
142): 

a. claims 1-7, 11, 12, 15, and 16 under U.S.C. 35 1 02(b) over Morchauser et 
al. (EP 1 069 142); 

b. claims 1-17 under 35 U.S.C. 103(a) over Morchauser etal. (EP 1 069 
142); 

c. claims 1-17 under 35 U.S.C. 103(a) over Morchauser etal. (EP 1 069 142) 
in view of Lennon et al. (US 2003/01 57047); 
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d. claims 1-17 under 35 U.S.C. 103(a) over Lennon et al. (US 
2003/0157047); 

Applicants' arguments pertaining to these rejections are moot in view of new grounds of 
rejection. Applicants' arguments that the prior art does not suggest the present 
invention are addressed in the new grounds of rejection presented below. 

4. The rejection of claims 1 -1 7 on the grounds of nonstatutory obvious-type double 
patenting as being unpatentable over claims 1-5, 22-27, and 29-49 of US 6,905,674 B2 
are herein withdrawn in view of the new grounds of rejection of these claims on the 
grounds of nonstatutory obvious-type double patenting as being unpatentable over 
claims 1-5, 22-27, and 29-49 of US 6,905,674 B2 in view of Hoeffkes et al. (US 
4,919,923). 

5. The rejection of claims 1 -1 0 and 1 2-1 7 on the grounds of nonstatutory obvious- 
type double patenting as being unpatentable over claims 1 -1 9 of copending Application 
10/813,013 are herein withdrawn in view of the new grounds of rejection of these claims 
on the grounds of nonstatutory obvious-type double patenting as being unpatentable 
over claims 1-19 copending Application 10/813,013 in view of Hoeffkes etal. (US 
4,919,923). 
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6. The following rejections and/or objection are either reiterated or newly applied. 
They constitute the complete set of rejections and/or objections presently being applied 
in the instant application. 



Double Patenting 

1 . The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g., In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 USPQ 
644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321 (c) or 1 .321 (d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 

Effective January 1 , 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

Claims 1-17 are rejected on the ground of nonstatutory obviousness-type double 
patenting as being unpatentable over claims 1-5, 22-27, and 29-49 of U.S. Patent No. 
6,905,674 B2 in view of Hoeffkes et al. (US 4,919,923). 

Although the conflicting claims are not identical, they are not patentably distinct 
from each other because they both claim compositions suitable for topical application 
that comprise an oily phase dispersed in an aqueous phase and a non-cross-linked 
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amphiphilic copolymer comprising of (a) acrylamido-2-methylpropanesulfonic acid 
(AMPS) units and (b) units of formula (II) in the instant claims (which is analogous to 
formula (3) of the patented claim 24). The claims also claim methods of protecting the 
skin, lips, or hair by applying the composition. 

The only significant difference between the instant claims and the patented 
claims is that the instant claims additionally require the presence of a wax. However, 
claim 46 of the patented claims indicates that the composition further comprises a 
cosmetic adjuvant selected from ingredients commonly employed in the cosmetic or 
dermatological field. Furthermore, claim 47 of the patented claims indicates that the 
composition can be a wax/aqueous phase dispersion. 

Hoeffkes et al. teach that viscosity and rheological behavior are important factors 
in the stability and performance of oil-in-water emulsions, and that cosmetic creams 
often contain consistency-generating (thickening) components such as waxes to 
contribute to the stability of the emulsion (see column 1, lines 15-23). Suitable waxes 
used in oil-in-water emulsions include carnauba wax, beeswax, mineral wax, and 
polyethylene wax, etc. (see column 2, lines 44-53). 

It would have been obvious to one of ordinary skill in the art at the time of the 
invention to employ a wax component as taught by Hoeffke et al. in the composition of 
the patented claims. One of ordinary skill in the art would have been motivated to so in 
order to increase the viscosity and stability of the composition. 

Other differences between the instant claims and the patented claims are that the 
patented claims do not include specific weight percentages for the oily phase and the 
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wax component and they do not claim specific properties for the wax, or the 
composition such as stability or viscosity. However, it would be within the purview of 
the skilled artisan to optimize the weight percentage of the components. Merely 
modifying the process conditions such as temperature and concentration is not a 
patentable modification absent a showing of criticality. In re Aller, 220 F.2d 454, 105 
U.S.P.Q. 233 (C.C.P.A. 1955). 

Furthermore, the properties such as viscosity would obviously be present in the 
composition taught by the patented claims in view of Hoeffke et al. "Products of 
identical chemical composition can not have mutually exclusive properties." A chemical 
composition and its properties are inseparable. Therefore, if the prior art teaches the 
identical chemical structure, the properties the applicant discloses and/or claims are 
necessarily present. In re Spada, 911 F.2d 705, 709, 15 USPQ2d 1655, 1658 (Fed. Cir. 
1990). 

The patented claims also do not claim that the composition is surfactant-free as 
claimed in the instant claim 1 1 , but only claim 46 claims that a surfactant may be 
present as a cosmetic adjuvant. Therefore, compositions without surfactant are 
considered within the scope of the patented claims. 

2. Claims 1 -1 0 and 1 2-1 7 are provisionally rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 1-19 of 
copending Application No. 10/813,013. 
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Although the conflicting claims are not identical, they are not patentably distinct 
from each other because both claim the identical composition, and overlapping methods 
of use for the composition, except that the instant claims require a wax component and 
the co-pending claims require a lipophilic emulsifier. 

Hoeffkes et al. teach that viscosity and rheological behavior are important factors 
in the stability and performance of oil-in-water emulsions, and that cosmetic creams 
often contain consistency-generating (thickening) components such as waxes to 
contribute to the stability of the emulsion (see column 1, lines 15-23). Suitable waxes 
used in oil-in-water emulsions include carnauba wax, beeswax, mineral wax, and 
polyethylene wax, etc. (see column 2, lines 44-53). 

However, it would have been obvious to one of skill in the art at the time of the 
invention was made to add a suitable wax component as taught by Hoeffkes et al. to the 
composition of the co-pending claims. One of ordinary skill in the art would have been 
motivated to so in order to increase the viscosity and stability of the composition. 

Other differences between the instant claims and the co-pending claims are that 
the patented claims do not include specific weight percentages for the oily phase and 
the wax component. Again, it is within the purview of the skilled artisan to determine an 
optimum working range for the components. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 
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Claim Rejections - 35 USC § 103 

7. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

This application currently names joint inventors. In considering patentability of 

the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 

the various claims was commonly owned at the time any inventions covered therein 

were made absent any evidence to the contrary. Applicant is advised of the obligation 

under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 

not commonly owned at the time a later invention was made in order for the examiner to 

consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 

prior art under 35 U.S.C. 103(a). 
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8. Claims 1-17 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Morchauser et al. (EP 1 069 142) in view of Hoeffkes et al. (US 4,919,923). US 
6,645,476 B1 is used as the English language equivalent of EP 1 069 142. 

The instant claims 1-17 are directed towards topical compositions and methods 
of use, where the composition comprises an oily phase dispersed in an aqueous phase, 
at least one wax, and at least one non-crosslinked amphiphilic polymer. The polymer 
comprises from (a) 80 to 99 mol% of 2-acrylamido-2-methylpropane-sulphonic acid 
(AMPS) unit of formula (I), and (b) 1 to 20 mol% of units of formula (II) in which n and p, 
independently of each other, denote 0 to 24, with n+p <25; Ri is a hydrogen or linear or 
branched alkyl radical containing from 1 to 6 carbon atoms, and R 2 denotes a linear or 
branched alkyl radical containing form 6 to 30 carbon atoms. 

Morschauser et al. teaches cosmetic compositions containing water-soluble 
polymers (see abstract). In a preferred embodiment, the polymer is a copolymer of the 
following macromonomers: 

A) esters of (meth)acrylic acid with alkyl ethoxylates with 5 to 80 ethoxylation 
(EO) units; and 

B) AMPS, or sodium and ammonium salts thereof, 

wherein "A)" is preferably present in 10 to 20 mol % as claimed in the instant claims 1- 
17 (see column 3, lines 23-33 and column 4 lines 6-8). Morschauser et al. further 
teaches that the suitable macromonomers "A)" are esters of (meth)acrylic acid with (C10- 
C22)-fatty alcohol polyglycol ethers with varying amounts of EO units and Cn-oxo 
alcohol polyglycol ethers with 8 EO units as claimed in the instant claims 4-5 (see 



Application/Control Number: 10/813,098 Page 10 

Art Unit: 1617 

column 3, lines 36-59). In addition, the polymers are neutralized with NH 3 as claimed in 
the instant claim 2 (see column 1 1 , lines 19-20). Morschauser et al. also teaches that 
the polymer is present in emulsions ranging from 0.05 to 10% by weight, which overlaps 
with the instant claim 6 (see column 5, lines 52-56). Morschauser et al. additionally 
teaches that the polymers generally have number-average molecular weight of from 
1,000 to 200,000,00 g/mol (see column 4, lines 12-15). Morschauser et al. teach that 
the compositions can be water-in-oil emulsions or oil-in-water emulsions, and that the 
emulsions may also contain waxes as claimed in the instant claims 1-17 (see column 9, 
lines 14-15 and 27-32). The oily phase present in the emulsion ranges from 5 to 95% 
by weight, and preferably from 15 to 75% by weight as claimed in claim 7 (see column 
9, 45-47). The composition may also be free of additional emulsifiers as claimed in the 
instant claim 1 1 (see column 5, lines 38-40). The emulsions are cosmetic preparations 
such lotions, creams, and ointments, and therefore suitable cosmetic or dermatological 
compositions as claimed in claim 12 (see column 5, lines 48-51). In a specific 
embodiment, Morschauser et al. teach an o/w emulsion comprising 0.5% by weight of a 
non-crossl inked amphiphilic polymer comprising (a) AMPS neutralized with NH 3 and (b) 
Genapol® UD-80 (esters of (meth)acrylic acid with Cn-oxo alcohol polyglycol ethers 
with 8 EO units) (see column 18, lines 56 to column 1 9, line 1 6 and column 1 1 , Example 
2). 

Morschauser et al. does not explicitly teach a composition suitable for topical 
application comprising an o/w emulsion that comprises a wax component in addition to 
the amphiphilic polymer as claimed, or compositions that do not additionally comprise a 
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surfactant. Morschauser et al. also does not teach weight percentages for the wax 
components, or specific wax components as claimed in the instant claims 8-10. 
Morschauser et al. also does not specifically describe methods for using the 
compositions as claimed in the instant claims 13-14 or properties of the compositions 
such as stability and viscosity as claimed in the instant claims 15-16. Lastly, 
Morschauser et al. teaches the polymers' weight in terms of number-average molecular 
weight instead of weight-average molecular weight as claimed in the instant claim 17. 

Hoeffkes et al. teaches that viscosity and rheological behavior are important 
factors in the stability and performance of oil-in-water emulsions, and that cosmetic 
creams often contain consistency-generating (thickening) components such as waxes to 
contribute to the stability of the emulsion (see column 1, lines 15-23). Suitable waxes 
used in oil-in-water emulsions include carnauba wax, beeswax, mineral wax, and 
polyethylene wax, etc. (see column 2, lines 44-53). 

It would have been obvious to one of ordinary skill in the art at the time of the 
invention to add a wax component as suggested by Morschauser et al. and taught by 
Hoeffkes et al., to o/w emulsion compositions comprising the amphiphilic polymer as 
generally taught by Morschauser et al. One of ordinary skill in the art would have been 
motivated to add a wax in order to adjust the viscosity of compositions formulated using 
the guidance provided by Morschauser et al. The determination of the optimal weight 
percentages of the wax component by routine optimization is obvious as being within 
the purview of skilled artisan, absence a showing a criticality of said weight percentage 
ranges. One of ordinary skill in the art would have been motivated to optimize the 
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weight percentages of the wax in order to achieve a stable topical composition with the 
desired viscosity. The optimization of the result-effective parameter (i.e. weight 
percentage ranges) is considered obvious as being within the purview of skilled artisan. 

Furthermore, the optimized compositions taught by Morschauser et al. would 
obviously possess the properties as claimed in the instant claims 15-16. "Products of 
identical chemical composition cannot have mutually exclusive properties." A chemical 
composition and its properties are inseparable. Therefore, if the prior art teaches the 
identical chemical structure, the properties the applicant discloses and/or claims are 
necessarily present. In re Spada, 911 F.2d 705, 709, 15 USPQ2d 1655, 1658 (Fed. Cir. 
1990). 

In regards to the instant claims 13-14, Morschauser et al. teaches that the 
emulsions are preferably cosmetic compositions such as shampoos, shower gels, foam 
baths, lotions, creams, and ointments (see column 5, lines 48-51). It would be obvious 
to one of ordinary skill in the art at the time of the invention to use the compositions of 
Morschauser et al. in the care of, protection of, make-up of the skin, sensitive skin, lips, 
or hair by applying the composition to the skin, sensitive skin, lips, or hair. One of 
ordinary skill in the art would have been motivated to do this because it obvious to use a 
composition for its intended use. 

In regards the instant claim 17, the polydispersity of a polymer has a large effect 
on the comparison of number-average versus weight-average molecular weight. Thus, 
absence evidence to the contrary, the number-average molecular weight of the polymer 
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taught by Morschauser et al. is considered to overlap with the weight-molecular range 
as claimed. 

Thus, the invention as whole would have been prima facie obvious to one of 
ordinary skill in the art at the time it was made. 

Response to Arguments 

9. Applicants' arguments that a prima facie case of obviousness does not exist 
because the compositions of the instant invention demonstrate unexpected results have 
been fully considered, but were not found persuasive. 

The Applicants argue that the oil-in-water emulsions that do not include waxes, 
but are otherwise identical to the compositions as recited in claims 1 have inferior 
stability. Applicants specifically cite the example provided on page 36, line 23 to page 
37, line 2. The example is compared to Examples 1, 2 and 5 of the invention. This 
argument is not convincing because it is not clear whether the comparative example is 
representing the composition recited in the instant claims. Specifically, Examples 1, 2, 
and 5 do contain waxes, but also contain several other different components and/or 
weight percentage ranges of components that may influence the overall stability of the 
compositions. Furthermore, it is clearly taught in the prior art, that adding a wax to the 
oily phase of an o/w emulsion increases the viscosity, and thereby the stability of the 
composition. Thus, Applicants' arguments are not found persuasive. 
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Response to Affidavit 

1 0. The remarks and evidence in the declaration under 37 CFR 1 .1 32 filed 3/5/2008 
have been carefully considered and are not found persuasive to overcome the rejection 
of claims 1-17 based on the new grounds of rejection as set forth above. 

It is applicant's burden to demonstrate unexpected results over the prior art. See 
MPEP 716.02, also 716.02 (a) - (g). Furthermore, the unexpected results should be 
demonstrated with evidence that the differences in results are in fact unexpected and 
unobvious and of both statistical and practical significance. Ex parte Gelles, 22 USPQ2d 
1318, 1319 (Bd. Pat. App. & Inter. 1992). Moreover, evidence as to any unexpected 
benefits must be "clear and convincing" In re Lohr, 137 USPQ 548 (CCPA 1963), and 
be of a scope reasonably commensurate with the scope of the subject matter claimed, 
In re Under, 173 USPQ 356 (CCPA 1972). 

In the instant case, the evidence present is not of a scope reasonably 
commensurate with the scope of the subject matter claimed. Only one specific 
comparative example is provided as evidence, which does not provide sufficient 
evidence that the remaining composition formulations possible under the claim scope 
would exhibit the same or similar results as presented in the table on page 2-3 of the 
declaration. It is also noted that Morschauser et al. does teach an o/w emulsion that 
comprising an AMPS polymer that is within the scope of the instant claim 1 (see column 

1 1 , Example 2, and Example 41 , columns 18-19). Thus, it is known in the prior art to 
employ an AMPS polymer with less than 25 oxyethylene groups in an o/w emulsion, 
contrary to what is stated on page 3, bullet 9 of the declaration. Therefore, no clear and 
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convincing unexpected benefit is seen to be present herein. Thus, the instant claims are 
still considered properly rejected under 35 (JSC 103(a). 

Conclusion 

No claims are allowed. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Jody L. Karol whose telephone number is (571)270- 
3283. The examiner can normally be reached on 8:30 am - 5:00 pm Mon-Fri EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Sreeni Padmanabhan can be reached on (571) 272-0629. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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